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Traditional 510(k) Summary

The following 510(k) summary has been prepared pursuant to requirements specified in 21CFR
807.92.

807.92(a)(1)

Submitter Information
Esaote Sp.A.
Via di Caciolle 15
Firenze, Italy 50127

Contact Person: Allison Scott
317.228.8719
allison .scott@ navigant.com

Date: March 17, 2014

807.92(a)(2)

Devices

Common Name: Ultrasound Imaging System

Trade Name: 7348 Ultrasound System

Classification Name(s): Ultrasound Pulse Doppler Imaging System 892.1550
Ultrasound Pulse Echo Imaging System 892.1560
Transducer, Ultrasonic, Diagnostic 892.1570

Classification Number: 9OIYN, 901Y0, 9OITX

807.92 (a)(3)

Predicate Device(s)
-Device Owner 510(k)
7348 Esaote K121384
7340 Esaote K081794, (091009,

K110688
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807.92 (a)(4)

Device Description
Model 7348 is a portable system 6quipped with a handle. The system size and weight allow it to be
carried using its handle. The primary modes of operation are for both models: B-Mode, M-Mode, Tissue
Enhancement Imaging (TEl), Multi View (MView), CW and PW Doppler, Color Flow Mapping (CFM) and
Amplitude Doppler (AD). 7348 is equipped with a LCD color display where acquired images and
advanced image features are shown. 7348 can drive Phased, Convex, Linear array and Doppler probes.
Model 7348 has been designed to be powered by battery.

7348 has been previously cleared via k121384.

7348 Upgrade, defined herein, combine the cleared features of 7348 system with new software
capabilities, listed below:

1. Managing of Tissue Velocity Mapping (TVM) and Tissue Velocity (TV) mode.
2. Managing of M-Mode with free positioning of the acquisition line (Compass M-Mode).
3. Management of Stress Echo where detection of the occurrence of Stress-induced wall motion

abnormalities is derived through comparison of 2D loops, displaying wall motion at rest and
during and after stress.

4. Management of Intima Media Thickness to automatically measure the thickness between the
intima and the media on the image in real time.

The 7348 Upgrade is manufactured under an ISO 9001:2000 and ISO 13485 certified quality system.

807.92(a)(5)

Intended Use

Esaote's Model 7348 is a compact ultrasound system used to perform diagnostic general ultrasound
studies including Cardiac, Transesophageal Cardiac, Peripheral Vascular, Neonatal Cephalic, Adult
Cephalic, Small organ, Musculoskeletal (Conventional and Superficial), Abdominal, Fetal, Transvaginal,
Transrectal, Pediatric, lntraoperative abdomninal, Laparoscopic and Other: Urologic. The 7348 system
provides imaging for guidance of biopsy and imaging to assist in the placement of needles in vascular or
other anatomical structures as well as peripheral nerve blocks in Musculoskeletal applications.

807.92(a)(6)

.Technological Characteristics
The 7348 Upgrade employs the same fundamental technological characteristics as their predicate
devices. The 7348 Upgrade model is substantially equivalent to Esaote 7348 model cleared via K121384,
and to Esaote 7340 model cleared by FDA via K081794, K091009, K110688.

*Clinical uses for which Esaote 7348 model, cleared by FDA via K121384, are designed are not
changed by 7348 Upgrade, to be cleared via this submission.
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* Clinical uses for which Esaote 7348 Upgrade is designed are equivalent to those of Esaote 7348
model cleared via K(121384, and to Esaote 7340 model cleared by FDA via K(081794, K(091009,
K 110688.

* 7348 upgrade for managing Tissue Velocity Mapping (TVM) and Tissue Velocity (TV) mode is
equivalent to Esaote 7340 model cleared by FDA via K(081794, K(091009, K(110688.

* 7348 upgrade for managing M-Mode with free positioning of the acquisition line (Compass M-
Mode) is equivalent to Esaote 7340 model cleared by PDA via K(081794, 1(091009, 1(110688.

* 7348 upgrade for managing Stress Echo, where detection of the occurrence of stress-induced
wall motion abnormalities is derived through comparison of 20 loops, displaying wall motion at
rest and during or after stress, is equivalent to Esaote 7340 model cleared by FDA via 1(081794,
K(09 1009, 1(110688.

* 7348 upgrade for managing Intima Media Thickness to automatically measure the thickness
between the intima and the media on the image in real time , is equivalent to Esaote 7340
model cleared by FDA via 1(081794, K(091009, K(110688.

* Esaote 7348 Upgrade, 7348 and 7340 ultrasound models are designed to meet the IEC60601-1
and IEC60601-2-37 safety requirements.

* Esaote 7348 Upgrade, 7348 and 7340 ultrasound models provide an Acoustic Output Display
feature per AlUM / NEMA standards, with equivalent lspta and MI maximal values.

807.92(b)(1)

Summary of Non-Clinical Tests
The devices have been evaluated for acoustic output, biocompatibility, cleaning and disinfection
effectiveness as well as thermal, electrical, electromagnetic, and mechanical safety, and have been
found to conform to the following medical device safety standards.

* IEC 60601-1
* IEC 60601-1-2
* IEC 6060 1-2-37
* NEMA UD-3 - Standard for Real Time Display of Thermal and Mechanical Acoustic Output Indices

on Diagnostic Ultrasound Equipment
* NEMA UD-2 - Acoustic Output Measurement Standard for Diagnostic Ultrasound

807.92(b)(2)

Summary of Clinical Tests

No clinical tests were performed.

807.92(b)(3)
Conclusion

The 7348 Upgrade is substantially equivalent to the legally marketed devices and conform to applicable
medical device safety and performance standards.
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DEI'ARlMIENI'F 0HEALTHI & HIUMAN SERVICES Plublic H ealtIh Service

Food aind Drug Adminsrtimon
0903 New liampshire Avenue

lDocuanwnt Control Center - W06G609
Siiker Spring. MD 20993-0002

A pril 125, 2014
E'snote SPA.
%/ Allison Scott
Senior Consultant
9001 Wesleyan Road. Suite 200
INDIANAPOLIS IN 46268

Re: K 140677
Trade/Device Namne: 7348/MyLabSogno
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed Doppler imaging systemi
Regulatory Class: 11
Product Code: IYN. IYC, l'PX
Dated: March 17. 2Q14
Received: March I8. 2014

Decar Ms. Scott:

We have reviewed y'our Section 5 10(k) pretnarket notification of intent to market the device

referenced above and have determined the device is substantially equivalent (for the indications

for use stated ill the enclosure) to legally moarketed predicate devices marketed in interstate

commerce prior to May 28. 1976, the enactment date of the Medical Device Amendments, or to

devices that have been reclassified in accordance with the provisions of the Federal Food. Drug,

and (:osmetie Act (Act) that do not redo ireC approval of a preniarket approval application (PMA).

You may. there fore. market the device, su~bject to the general controls provisions of the Act. The

general controls provisions of the Act include reqluiremnts lor annual registration. listing of

devices. -,ood mrann factoring practice. labeling, and prohibitions against mnisbranding and

adouIteration. P lease note: C DRZ I does not eval oale in formation related to contract liability

wvarranties. \We irmmd y'ou. however, that device labeling must be trtith ftil and not mnisleading.

Th is deteriniination of substantial equivalence applies to the following transducers intended for

use with the MvlabSoano. as described in Your preinarket notification:

Irlansducer Model Number

PA230 CA 123 IQE323

PA 122 CA43 1 1-1323

PA023 2 CW TEE 132
LA435 5 CW TFFE022
LA522 11FCkV
.L A523 E- CI12 3



Page 2-Ms. Scott

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found ini the Code of Federal Regulations, Title 2 1, Pants 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 80 1); medical device reporting (reporting of medical
device-related adverse events) (21 CER 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638 2Q41
or (301) 796-7100 or at its Internet address*
http://www.fda.gov/MedicalDevicesResotircesforYOI/IndliStr/defaLlt.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2 ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http//%vww.fda.gov/McdicalDevices/Safetv/ReTortaProblifl/defaLlt.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address
http://wwvw.fda.gov/Medical Devices/ResotircesforYou/Industrv/defatIlt.htm.

Sincerely yours,

for
Janine M. Morris
Director
Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



5 10(k) Number (if known)

K140677

Device Name
734/MyuibSogno

Indications for Use (Describe)
Esniotes Model 7348 is a compact ultrasound system used to perfonn diagnostic general ultrasounid studies including Cardiac.
Transesophageal Cardiac. Peripheral Vascular. Neonatal Cephalic. Adult Ceplialic. Small organ. Musculoskeletal (Conventional and
Superficial). Abdominal, Fetal, Transvaginal. Trainsrectal. Pediatric, Inirnoperative abdoinninal. Laparoscopic and Other: Urologic.
The 7348 system provides imnaging for guidance ofrbiopsy and imaging to assist iii the placement of needles in vascular or other
anatomical structures as well as peripheral nerve blocks in Musculoskelial applications.

Type of Use (Select one or both. as applicable)

[R Prescription Use (Part 21 CER 801 Subpart D) COver-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRI-) (Signature)

FORM FBA~dft44P Upgrade 51 0(k) Page 1 of 2 Pr40n0G'g.c



7348 Upgrade
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Made of QOraeatioo

CIWM A UcatIon a) M I)D CWD Color Amplitude Combined Tissue Ilannonic Otherlsel
Doppler Doppler 131 Vicloity Imaging rr511

Mapping

Feli p P P p p p p

iliiniui p p p p p p p, p

IInroperatiec (Abdlominal) p P. p ' P I'P

Pcd..lnep p p P P, Fp p

SmnalOrgan I]]P p p p p p

Neoatal cephlir p p' P P F p p

Adult iphilie P P P P P F P p

Cardiac 121 p p p p p p p N p

nmnsesopb.geaJi (rdir P P p p P p p Np

ransesoph.geid INon rdic

nrunsrrriuil p P P p P p p

ranavaginij P p p p p p p

Peripheral Vascular P P, 1, P p I' p

, zi paro 'opir 
P p p 

p p P 
P

inuding, 

Nerve, 
Martcinisj

.. "cu.I-kee. Sperficial I p I' 
V I' Pp

linlueing Nerve Bickinj
Other Itrluialp p p P p P p p

N: Newidicaton; I': INrevouly rleared by FDJA; E:Adde~d und er Appnd.. .

Ill ~Small Om~an- nlue Br,.., Thyroid and TrsiicI.

121 Cardic i. Adult end pceliainr

131 Combined made, are: a - M - PW -OW -CFM * IiD

preuiously cleared via it 121384

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CDRH

Emao, SpA 134 Llpisdo 510(kt) Pap. 35 of (132



7348 - PA230
Intended use: Diagnostic ulirasound imaging or fluid flow analysis of human body as followis

Mode .(Osorattor

Noim ,,,U M 'W1, ct, Color Am11litugic Combuied Tissue twirmonic Othr spr
rpir Drippier 131 Veloity, maim 'm

AIKlominHI P p P P p P PP

litopt,flive JAhdn.al

lntrooprra. ivc Notoi.oii

Saudi oW II

Neontal Cephahc

Adult Cephalic P P P P P P P P

rdiacI, 1P Pt 1 . It p pP N p

Vrnscophngcl NC rdac)

Tr... itagso,.WIe dw

Perphirral Vastular

Lopatroscpir

usloaelaJCot tionsInlrdn
Nerve fllokino

oru-setetaru Suprrinn' inruil
Nerve btocliiigl

Oherlualgr

N: New- .n..aton r 1 Pr noul ird In . ETAddro under Ani~d, L

Ieiul ...cei ir k 1 21.184

IIIai South i n,,. inldest Orea.... Trolid rout TesIMMs

III Cardiac at Adult tadr Pediatric

131 Curnbi.,d odeaareBtM-MWCut -C$M -I'

Prescription Use Only Per 21 CFR 801
part D Concurrence of CDRH

Emsote SpA 73,01 Ugcn~il 5104k) Page36 ot103



7348 -PA122
Intended use: Diagnostic ultrasound imaging Or fluid flow analysis of human body as followis:

CIW.l A code 13 M PyWD CWD Colo Amplitude Combined T...u. Har..onic Other (specityl
Doppler Doppl,, 131 Velocity Imaging 11

Ma pping

Ophilhalmi

Aidominal

lnlraoaivry Neuroloiral1

Pedindne p p P P P p P

Neoa.1l Crlhthali P p P P P p p

Adull Cephai,.

Carew~i 121 P IP I P P pi I'

Trnsmnhngeal Wincard ..I

Trn.snphgl NnCrue

Thraaegirtal

PnhslVaourular P P P p p p p

I-iiparoco pie

MdlrnuIo-skclem Coneentional
(including Nrrye lor-ling

useuto-.keletal Superficiol
lnludirig Noey Uoekinpj

N: New mnicem P: Previosuly lr-rrXl q ded uller - - - - - -I-

Preyjo..slYc eared y,.a 121.384

III Small Organs i nclnidc.3 Bream. Thyroid and reslcica

'I Cardiac i. M.ult hnd ledmiric

11Conibined modes ar, 11 M Nb y ' Cy CI'M

Prescription Use Only Per 21 CFR 801
Part D Concurrence of CDRH
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7348 -PA023
Intended use: Diagnostic ultrasound imaging ornfuid flow analysis 0f human cody .1 fiollows:

C1toa AIIu, H M IVO CWI) Color Am~nlptude Coinbined Tinue ltrmonwe other Ispeciy
Dop"Are Dioppler 131 Velocity IlMXLin (TEll

Mapping

Feta

lntaopcraivc, (Abdotninalt

InroeoieNeurological

'(Mll Orson Ill
Neonatal Cephalic i' I. I. p' p p _______

9dull Cephatic

Cardiaic 121 1. p ' p__I___p

ransesophageal IC.rdiaci

Ts......phageal INo, Cardart)

r~insrttdlt

l'cphrral Vascular P P P P P P P

inclding 
Nerv BlotingJ

IMusceuLo-.kelc~al Superficial
linetudin, Nerve Blockiugl

Other lIurtogir-all

N: New indiralon; F. Prclosury rceared, by FDA: E:Adrd utnder Appendix E

previously cleared via k I R 1j4

Ill ~Small Organs ..u.s r . I tlI Testces.

l~~l C.liar . Adult rnd Prelik.mri

131 Corml'nel .t- l.-mrn fMuIW WCFM - 0i)

Prescription Use Only Per 21 CER 801
Part D Concurrence of CORFI

Esol Soo 7118 Upgrde 510(k) peso W0 Wf '03



7 348 - LA435
Intended use: Diagnostic ultrasoud imaging or fluid flowi analysis of human body as followis:

Wed. aopern~ai.n

Clncl Ipicet M MI lD curb Color Amplitude Combined Tissue Harmonic Othner sapecifyl
Doppler Doppler 131 Velocity Imaging ITEI

&lapping
rrV14

Ophlthalmic.

Petal

Abdominal

intranperaliv (Alcdomint)

nroprtirNrlogtral

Peduatni p p p pP

Sall Ornn Il I' I p p p.

Neonatal Cephaurlir.
Adull Cephloir

Cardier [21
Tromns~eophageal (Crdle~)

Tramnssophagcal (Non Card.ari

nmrartlll.

Transvagmnal

TAntsu ccl ral

Iravasculair

Peripheral Var .. r I.,I pI

Iparuop.,

Musculo-skclcial Conventaiona P I P p p P
(including Ner Blocking)

Muscuriloiktetal Suericil P p p p p p
(including Nerve Blocking)

Otheir WUrologicall
N: New ndationm: I': -yrou tae I;DA, K:Added unerA-Ppen Mx

Preio...l1 cleared ia 1,132231

III Smiall Organs includes ireast. Thyroid and Testicles

121 Cardiac is Adult nod Peidiattnc

131 Comtbined mnoes re B M Vl * CIM 'D

Prescription Use Only Per 21 CFR 801
Part 0 Concurrence of CORH
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7348 - LA522
Intended use: Diagnostic ulirasounf imaging or 1luid flow analysis of human body as follows.

cut' II N AVI, CWI, Cnl,r Ainpl'lud. CnlIr ir llArm.tnw O1hr ls,dv
lb.. ,r 13plr 1 Vcl~ity lmngit (rti

Ophthalmic1

FeAl.nra

bdlmnalai, -A...L

Imnropenilve Neurologicel

Pediatri p P p P P P p

SmrallerOman~ 1p P p P p p p p

dull Cerphaiic

rrnnsruophaigeat lCnrilto)

gtsspaetNon C.,rdt,

Tn...tn

Pcphs Vacua p pp p P P

Musculoskcttal C..onnlsoal

(mlcdi Nerve Slocking

INrvlusiv, cle via U4121.11

IllSmal Ogan ttrlutc,'tes'.Thynid ,.Id ; tat .

121 ~Cartlc, i. Ailuh d ft Pr"lttln

131 Com b ..ed mod flre 11 M - * CFM - lI

Proscription Use Only Per 21 CFR 801
Part D Concurrence of CDRH
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7348 - LA523
intended use: Diagnostic Ldtrasound imaging or fluid flawi analysis fhmnbd sflos

14.d. of Ooonlotts

Cloti ~ catond B m M'D CWD Color Amplitude Combind Taine Haurnid Other (apeci rl
Doppler Uoppler 131 Velocity Imaging (P1l

M.pping

phihalmic

Fri.]

Neoult Cphlic

Cardiac 121

nriiin,phagnl FNon Cordial

Tirnurethrat

reripheral VaseUliir P P p P P P P

Waprosro.pic

MslokcrilConve, jial. p p p P P P p

includihng Nerve Biocking)

Mucl-kltlSuper..cia p P P I p p P
(including Nrmv Blockinr)

OI.e ll".ueotogiIcaDA;EAl

N: er "tr lon " ' e*o~ccrd vFA.kdd ,.ndcr Ap~xn'l'x E

Pri, L1, 1,. Miarid k 132466

III Small 0 rstnA incltislc s beas. Thvfoiti anti Testics

121 Cardiac's Adult and Pedari

III CcinLucd nodes "I It - M I'W - CI'M -I'D

Prescription Use Only Per 21 CFR 801
Part D Concvrrenc~e of CDRH
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7348 -CAI123
Intended use: Diognostoc ultrasound imagin or fluid flow analysis of human body as follow:

M.ad of O o

aI Al PD CWD Color Anripllder Combined Tisue Hiarmonic Oitherpcll
Doppler Doppler 11 Vccily lanR (TE)

Mapping
ITVMI

Ophihis lint

Fetal

Irdriralie (Aliom.ml

inr-aoperativ Neurologirol

pediatric P P P P P P P

NeondAliCrphairP P p p p P p

uoll Ccphatic

Caordiac 121 I' P P. 1. 1 P

ranse sphog.ol Cardith

ranscsophaigcl INo. Cardiari

ra.n ... itlI

Periphrrtal Vasular P p P P P PP

usrulo-kerta Conventicoal P p P P P p p

lincludinh Ncrvc Biockdigj

Other 11.rologicaill

N: New indiation: P: Previosuly cleaired by, FDA; E:Added undr Appendix L

Previouslyt cleared vi 112 1354

Iii Srna Organ includes Breast. Thyroid ad Tcaticks

121 Cardia, .i Adillit I ed. intr,

131 Comin ned modes err: Bd Ml * I CFM - ID

Prescription Use Only Per 21 CFR 801
Pan 0 Concurrence of CORN
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7348 -CA431
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body sflos

Ul~alA,,t, M IWD CWI) Color Autplituxde Comabined Tissue Ilaroic Other bipa-ittI
Uopplrr Uopple (31 Wlocat Iaing ITEll

Mapping
rrVM)

Ophihalnuc

Fttal P p p P P P P

btdommial P P p P P P P

lnroertv AbdMaril

Peditric P PF P P P p

Small Organ II

Adull Ccphntw

Cardiac 121
Transcsaphageal ICardirI

rMsna g a Nn Cn..rtt I

fnrasuh

Peripheral Vascular P p I'P p p

].par., upi,

Mucl.lc~tICoann . lina F P P Ppp
finchuding Nerve Blocking)

Mu...ulg.t.Iclal Superfici I p P I' PPP

iFcldin Nev lockaiwil

N: N. eindi,..tion; P': Pr......ulykm tere I FI)A: I Artil iitre Ap~Lx K

Previou..y cleared via it P1 IM4

Ill ~~~SmalOgsicldsI(e . Thyroid .,,I TesticleI.

121 Cardac is Adult and( ledirri

131 Conibained modes ice: HS M i1W, CIM W I

Prescription Use Only Per 21 CFR 801
Part D Concurrence, of CDRH
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7348 - 2 CW
Intended use: Diagnostic ultrasound imaging or fluid fVow analysis of human body as follows:

Mode offucrattpap

M P3 I WD CWI) Color A.11111.11r Combined Tiue tinrnonic 0te0,, r~v
Uopptcr Ioppirr l3l Velocity lginK (TEll

Ophthalmic

Adtl phlt

malt O...n IW

dul..l.. Cephli

lndunsagNat Snli

Perihr'.l Vaslwr

Muaut-seltD ConreeneiofeatI

linlumn SArv BtcUK.i10kn, 
01I



7348 - 5 CW
Inlended use: Diagnoslic ultrasound imaging or fluid flow analysis of hujman body as follovirs:

blod. foig.mtlon

CInWAAklmI M I'WM) cWI) Cokjr Apli..udl Co.miod Ti..., llannonu 011w, ls.fy0)
DoQpplor D"~~ic 131 VelocIty ln (Mrl

M.pp..,

OpliChali

FCglo

amnul Orga ~ nCai

Peripherial V~~

cm sin ginal

linrludmog Nene Itlcingl

lancludina Nin Slock,ngj

0th., lWralogpica

N: Ne, ndclan .. Prvo cerd bi =YA. LAdd.d unlrAppnd.

rrvmusly cle', vw. k 1I1384

III Small ....... Hn ldrt Uris., Thyroid arid Tesiaclc

Prascription Use Only Per 21 CFR 801 Pail
0 Concurrence of CORN
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7348 -HFCW
Intended use: Diagnostic ultrasound imaging or fld flow analysis of human body as follows:

Made a p(u,utlp.

Clinics) -vlao B) Nt MI) CWD Color Ampli0tude Comnbin.) Tissue Ilnoi oth.rteiy
Doppler Do...ler 131 Velocity iajln* (fl

Mapping

Ophthalmcc

Foa

Abomma).

Intranperativ lAWdominall

Ilscalive' Neuroloial

Prdri' i
Sm.l1 l0r"nIl

lia I. Ccphrlic

Adult Cephalic

Cardiac 121
,.nscnophsarn (Cardiaci

Transesphageol1 INn, Cordial

mnturethi

f'criphcrol VoscutorP

inudring Nerve tMlcleingl

Museulosketctal Supericial
including Nerve Blacki..gt

Oither lUrologies It

N; New, indication: P: Prviusu t' cleared lq FDA: E:Add ed undter Appendix F.

rviousty cleared via ki 1068

P]i S-Mll Oramiiuds ent hyroid andTrtile

121 Cardiac is Adult and Pediatri

PresCription Use only Per 21 CFR 801 Pail
0 Concurrence of CORK
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7348 -ECI1123
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mo"e ofOperation.

cidri picti It M PWO CW) Cot' Aiopliiud. Conibini,4 T...., IlennmonIc G0r, lar,,riMy
floppier Dople III Velocr l.inx (TEll

rrVMI

Ophthalmic

Fordl 1. 1, I' p' I P

Inlraopcralive IAljominaii

Neontarl Cephairc

Adult Crplialir

Tr.csphageil INon Carulai-

TritIiir 1. p I. P I I P

Trnnavatiriiia P P P P P p P

Tr....... th.

lntravasculat

Prr,,iphrnt Vaudar

La pa c ........

Muscul.skrlrt.lCnenoi
iluigNine Illorkinj

Miuul.erikeflbi upeca
lIncluding Ne,r Slorkinitl

Gier lUriirll P P P P P p

N: New idalrti: I': lrvouvclae FA; Adflrd unldi rAp ,cg1dc L

Previouly' Icri i R 132231

III Serail Orri. rirt ...lu,, 8,-., Thrd anrd Tesimirs

1-1 C.-rir, aAilut ...

131 Com~rbine.d .. de, re: It M VW - Clw , P

Prescription Use Only Per 21 CFR 801
Pail D Concurrence of CORK

Esetoto SpA 73dB upgradeh 6ioik) Pop.47 0W2



7348 - 10E323
intended use: Diagnostic ultrasound imaging or flud flowa analysis of human body as follos:

ClnCIinljltll M PWI) CWIl) Color Arnpbisudr Comlitned Tissur llarinak 0ir1,11cl~
Diopple otlr 131 velculy iaiging, (Mil

Mapping
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Inioar,ta N .. uroloical

PeileP P I' P 1, p

Adult Cephalir

Cardi.c 121
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rin .. phnlrlt N aiar
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licripheral Va.. scua p p p p p p
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lc~uo.kk a oen lanai P p p P p p
lIncludling Ner,. Iltoking,

Muarulo-akert. I i erca P p p p p p
Imcluding Neve =lckng

Other ttunflogtcntllrI 
I I

Pd ew itiatin;F. Prcvrostay ctarca by FD)A. E Adiceli uner ApprndmX a

Prcnoualy klae 12akt1384

IIl Small Orgains inclu des Bireast. Thyrorl and Tesuelca

121 Cardiac i Adull and Pcdiain.,

131 Combined mods. are: U M hI *V - CFI * I'D

Prescription Use Only Per 21 CFR 801
Part D Concurrence of CDRH
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7348 - LP323
Intended use: Diagqnostic ultrasoun imaging or fluid flow analysis 01 human body as rollowvs:

(TVMF

Ophthalmic

lomit '. I' I ' I

Adull Cephalic

Cardiac III

ntnincciaj

Periphera Vascular
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Other fluW-Iovrlt

N: Nea inication; P;Frt sl 1cld bv FDA: LAdded rticr Ap~wndox I
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III Sinr0l OtgSr , n, Iurdn Orca.mad a1-1 Tcal,,

131 C1... ( F.l rodci
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Part D Concurrence of CORH
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7348 - TEE132
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:i

M o or or, mpti.
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131 F~msti~.o,etM M CW CFM P11

Prescription Use Only Per 21 CFR 001
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7348 - TEE022
Intended use: Diagnostic ultrasound maging or fluid flow analysis of human body as follows:

Medcp17oopraitio.
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